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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.7G4(b), 

Status 

1)13 Responsive to comnnunication(s) filed on 01 June 2004 , 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) \Z\ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) [3 Claim(s) 1-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 1-37 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacennent drawing sheet(s) including the correction is required if the drawlng(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0- 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Information Disclosure Statement 

1 . The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892 or PTO-1449, they have not 
been considered. 

Claim Rejections -35 use §102/103 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the sub ject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
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claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the apphcability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(eX (f> or (g) prior art under 35 U.S.C. 103(a). 
5. Claims 1-10, 14-16, 18-19, 21-22, 24, and 27-31 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Muni et al. 
(5,533,968) or Muni (5,853,408). Both Muni and Muni et al. teach rapid exchange balloon 
catheters comprising a balloon and a plurality of tubular members wherein the balloon catheter 
has a first tubular member with the balloon fused concentrically in the vicinity of the distal end 
wherein the securing is done by thermally fusing the balloon and material miscible with the first 
tubular member and is made muki-layer through heat bonding or adhesive bonding (abstract, 
body). Collectively, Muni et al. hsts a number of materials and references incorporated by 
reference wherein the shore hardness, flexural modulus, and therefore melting point is greater for 
the balloon than the tubular member wherein the balloon is made from a polyimide elastomer 
and the outermost surface of the tubular member is made of a polyamide elastomer both being 
polyester elastomer materials. It is the Examiner's position that the materials listed as suitable 
and incorporated by reference include polyester and polyamide elastomer materials. In the 
alternative, if Applicant disagrees with the inherent and explicit teachings above it is the 
Examiner's position that several of the materials are present and disclosed for use in the 
manufacture of the balloon catheters such as polyester and polyamide elastomers of Muni and 
Muni et al. and therefore, it would have been obvious to one having ordinary skill in the art, at 
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the time of invention to have substituted any of the materials for the tubular portion or balloon 
portion as disclosed by Muni and Muni et al since it has been held to be within the general skill 
of a worker in the art to select a known material on the basis of its suitability for the intended use 
as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

6. Claims 11-13, 17, 20, 23, 25-26, and 32-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Muni et al. (5,533,968) or Muni (5,853,408). In addressing the limitations 
directed to the ratio of soft segments, the length of the longitudinal axis of the straight tube, and 
the blended weight ratios recited by Applicant, The Examiner maintains that at the time the 
invention was made, it would have been an obvious matter of design choice to a person of 
ordinary skill in the art to have a soft segment ratio adjusted to be larger than 13 or 14 percent or 
the length of the longitudinal axis of the straight tube being within a range of 8 mm to 80 mm, or 
the blended weight ratios of (A)/(B) = 98/2 to 10/90 because Applicant has not disclosed that 
having a soft segment ratio adjusted to be larger than 13 or 14 percent or the length of the 
longitudinal axis of the straight tube being within a range of 8 mm to 80 mm, or the blended 
weight ratios of (A)/(B) = 98/2 to 10/90 provides an advantage, is used for a particular purpose, 
or solves a stated problem. One of ordinary skill in the art, ftirthermore, would have expected 
Applicants invention to perform equally well with a soft segment ratio adjusted to be larger than 
12 percent or the length of the longitudinal axis of the straight tube being within a range of 5 mm 
to 90 mm, or the blended weight ratios of (A)/(B) = 95/5 to 5/95 because each range or percentile 
would perform the same ftinction of the balloon catheter for angioplasty. 
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Response to Arguments 
7. Applicant's arguments, see arguments, filed 06-01-2004, with respect to the objection of 
multiple dependency have been fiiily considered and are persuasive. The objection of 03-01- 
2004 has been withdrawn. However, it is the Examiner's position that the prior art is still 
applicable. Applicant should note that the Examiner has recited that the limitations related to the 
mechanical properties are inherent in the materials taught by both Muni references collectively. 
The Examiner has made an inherent prima facia case relying upon the materials disclose as 
suitable materials for the catheter device of both Muni references. The Examiner is relying upon 
the inherent properties of the materials disclosed as suitable for construction of the catheter 
devices taught by both Muni references. Applicants own dependency shows the use of polyester 
and polyamide used to obtain these properties. Ex parte Chicago rawhide MFG. Co., appears to 
speak specifically to making changes in the reference device. The Examiner is not making 
changes to the reference device, the Examiner is merely reciting the suitable materials or 
combinations thereof that have been recited as acceptable materials for construction and their 
inherent properties. 
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Contacts 



Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Michael Thompson whose telephone number is (703) 305-1619. 
The Examiner can normally be reached on Monday through Friday from 9 am to 5 PM. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Nick Lucchesi, can be reached on (703) 308-2698. The official fax phone number for 
all submissions to the organization where this application or proceeding is assigned is (703) 872- 



Michael M. Thompson 



9306. 
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SUPERVISORY PATENT EXA«R 
TECHNOLOGY CENTER 3700 




Patent Examiner 
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